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Agency Information Collection Act

Emergency Health Surveys

AGENCY: Food and Drug Administration HHS.
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determine whether or not a problem with 4 \mehicralj‘devi::e impacts the public health.

collec}:tion of information by [insért date 60 days after
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Rockville, MD 20852. All comments shouki: be idenltiﬁed

in the heading of this document.

with the docket numbf_:r found in brackets

FOR FURTHER INFORMATION CONTACT: Pe ggy Schlosbut,,, Office of Information Resources

Management (HFA-250), Food and Drug
20857, 301-827-1223.
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on respondents, including through the usé
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Emergency Health Surveys

Under section 519 of the Food, Drug
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ssary for the proper performance of FDA’s
practical utility; (2) the accuracy of FDA’s
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authorizes the Commissioner of Food anl Drugs (the Commissioner) to implement general powers
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(including conducting research) to effectjvely carry out the mission of FDA. These sections of
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the act enable FDA to enhance consumert protection from risks associated with medical device
usage that are not foreseen or apparent ﬁil iring the premarket notification and review process.
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Currently FDA monitors medical produié related postma-ket adverse events via both the mandatory

and voluntary MedWatch Reporting Systafns iusiné FDA Forms 3500 and 3500A (OMB Control
No. 0910-0281). : ;
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FDA will use the information gathered fr{?’m these surveys to quickly obtain vital information

from the appropriate clinical sources so that FI?A Iﬁay take appropriate public health or regulatory
| |

action. FDA pfojects 10 emergency healt sur\'{eys per yéar with a sample of between 50 and

|
Foe
!
|

i

200 respondents per survey.
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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN'
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No. of Respondents tal Annual Résponses Hours per Response Total Hours
Respondent S} I :
200 10 (maximum) 2,000 2 4,000

' There are no capital costs or operating and maintenance cdsts associated with this collection of information.
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These estimates are based on the max;i num sample size per questionnaire that FDA could
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